
nt af Scie~t~~~ Affairs 

825 challenger Drive 
Grwm Bay, W~s~~nsi~ 543 11 

January 24,2~~2 to 

atic Therapy ~l~~~~li~ and ~h~o~ha~~~~a ISxAgiiity we 
pain and stifkess due to accasionaf ~v~~s~~~~d 
d sGffnt=ss due to eve~day activity.” These claims are disease 

est that the prudish are intended treat7 prevent7 or ~i~~~a~~ 
sorders such as a tis. ln the preamble the January 6,200 

fimction claims (see 65 FR 1000 at X016-17 FDA stated that 
that it is the mast sensitive physic 
ency concluded that claims about 

at the product will hwe an 
eristic sign or septum of CFR f01.~3(g)(2)(i~)). 

the final rule (see 65 FR 1~~~ at 1030) FDA 
h claims about pain would imply disease 

is not a nomal state, nor are 
or p~ev~~t~~~ is ordinarily a 

ad~~ss~d the issue of joint pain claims in particularr noti 
claims because joint pain is a ~hara~t~~st~~ s of 

e made for pain associated with non- 
disease states, such as muscle pain fallowing exercise. 



~ei%her of %he claims cQ~%ai~~d in your ~~%~~~a%i~~ refer to ain ass~~ia%ed witi a non- 
e. A~tbu~~b Wxasional averse” and ““everyday act ” are XXI% ~emselves 
ey would no% be expected to result in joint pain ~&es 
m an ~~de~~y~~~ disease %ha% predisposed him or her to such pain. 

bruary 1,2002, Marc I 2~Q2~ March 9,2~~2, 
ch 11,2~~2, M 12,2002, and March 2002 for the products 

~~~rna~i~ Tlherapy My~~a~~~a~ TM, ~hy~~~harmi~a MygraH 
2s use the claims “... 

blood vessel tone 

ClearrM, My~~a~~a~~~, and 
cts are intended to treat a disease, 

name of a disease or other wards ur terms 
duct is intended to treat;, prevent, 

e disease claims. 

) makes clear %ha% a stat~me~% included in 
tion may nut claim to diagnose, mi%i~ate~ %reat, cure, 
class of diseases. The sta%em~~%s that you are m&zing 

%&at they are intended %a treat, prevent, or mi%i~ate diseases. These ctaims do nat 
e re~~i~eme~%s of 2X U.S.G. ~4~(r)(6). The 

are ~~%e~ded for use as drugs witbin the meaning of 
are subject to re~lat~~~ under tie drug 

aims sf this nature, you shaped contac 



Piease ~~~%ac% us i we may be of fixther ass~s%a~~e. 



ce af Special Nut~tionals ~~F~-45~~ 
for Food Safety and Applied nutrition 
nd Drug A~inistrati~n 

200 c St. SW 
Washington, DC 20204 

. * Label Claims~Dis~laimers 

ear Si adam: 

This letter is nutify you that ~hytuFha~i~a CA Division o Integrative Tbera~eut~cs~ Inc.) at 825 
lenger Drive, Green I3ay, W~s~~~sin 543 I 1 is a manufa~~r~r and has inc dgef statgmen~ prowi 
y section 4~3~r~~6~ of the Food, Drug, and Cosmetic Act on the labels of g folluwing ~~~~~~~~ 

e inf~~ation contained in this notice is camp accurate and that Fh~~Fha~iea (A 
ivisi~n of Integrative ~hera~~~tics~ Inc.) has substantiatiun that the statements are t~th~l and not 

misleading. 

r of Product Dev~l~~rne~t 

questions, please contact Jeanene ~~~~~~ei~r, Director uf Legal Affairs at 

2 



e~~mber 12,2~0 1 

afire of special ~n~itionals ~~~~45~~ 
Center for Food Safety and Applied Nut~tion 
Food aad Adminis~ation 

c St. 
hingt c 20204 

I( * Label ~laims/Disela~mers 

ear ~ir~adam: 

This letter is to motif you that ~h~o~ha~ica (A Division of Integrative ~rapeuti~s~ Inc.) at 825 
challenger Drive, Green Bay, Wisco 
for by section 4~3~r~~6~ of the Food, 

543 11 is a rna~~fac~r~r axad has ~~~~uded ~~a~~m~~ts ~~~vi~~~ 

g, and Cosmetic Act ok the labels of the following ~rod~~t~ 

~~iei~ale)~ Grea%er 
Galangal (Alpinia 
galanga) 

ue to occasional eve 

e info~ation Gontained in 
ivision of Integrative 

ca (A 
Therapeutics, Inc. as substantiatiun that the statements a 

misleading. 

ate: 

If you have any questions, please contact Jeanene ~oenc~eier, 
(920) 469-4440. 



ffice of special Nut~tionals ~~F~-45~~ 
nter for Food Safety and Applied nutrition 

Food and Drug Adm~~~s~ation 
200 c St. SW 
Washington, DC 2~2~4 

. . Label C~a~ms~isclaim~rs 

letter is to doted you that ~~zyrnat~c Therapy, Inc. at 825 C 
1 is a manufa~~rer and has preluded statements provided 

and Cosmetic Act on the fabels of the following product. 

1 certify that 
Therapy, Inc 

ined in this notice is complete and accurate an at En atie 
t the statements are t~th~l and not misleading. 

Title: Director of Product Development 

questions, please contact Jeanene ~oe~~~eier, 



ce of Special Nn~iti~nals ~~F~~4~~~ 
er fur Fuud Safety and Applied ~ntritio~ 

Food and Drug Adm~nis~ati~~ 
200 c St. SW 
Washin~tun, DC 2~2~4 

nutify you that ~n~matic Therapy, Inc. at 825 ~hall~n~~r Drive, Creea 
facturer and has included statements provided for by section 4~~~r)~6~ 

and Cosmetic Act un the labels of the following product. 

1 ~~~i~ that t info~atiun ~untained in this nutice is 
Therapy~ Inc. s substantiative that the statements are 

l3y: 

e: ire~t~r of Product Development 

Date: 

qu~stiu~s~ please co&act Jeanene 

nem2 ~~e~~~eier 

ctor uf Legal Affairs 



era NES’” 

s 
. Label ~~aims/~~sclaim~rs 

This letter is to notify you that ~n~ymati~ ~hera~y, Inc. at 825 C Wis~~~s~~ 
I I is a manufac~r~r and has included statements provided 
cosmetic Act on the labels of the following product. 

by section 4~~~r~~6~ 0 Fo>od, big, 

~nf~~at~~n c~nta~~~d in this notice is compfete and accurate 
s s~bsta~t~atio~ that the statements are t~thf~l and not mislea 

at En atic 

Robert Qoster 
Titk: Senior Vice President ~~i~nti~c Affairs 

ave any ~ues~i~ns~ please contact Robert Doster, Senior Vice president of ~ei~nt~~c Affairs at 
~92~~~ 46~~~6~~. 



era 

ffice of Special ~~~iti~~als ~~FS-4~U~ 
~~~t~r for ty and Applied ~~~iti~~ 
U. S. Food Ad~nistrati~n 

0 Paint Branch Parkway 

This letter is to ratify you that ~~~ymati~ Therapy, Inc. at 825 ~hall~~~er Drive, Green I3ay, Wis~~~~in 
3 11 is a man~faG~rer and has incltided statements provided for by setting 4~3~r~~~~ of the Food, 

and cosmetic Act on the labels of the following prudent, 

Proprietary Herbal 
Extract Blend: Ginger 

Gafangaf ~A~~i~ia 
ga~a~ga~ rhizome 
extract 

results after six weeks of: 
USC?.” 

~herap y, 
i~f~~ati~n contained in this ~~ti~~ is eumpl~te and a~~~rat~ and that ~~~~~ti~ 
s substantiation that e statements are t~thf~l and not misl~adi~ 

Robert Ihstcr 
Title: Senior Vice President Seienti~c Affairs 

ate: 

questions, please ~~~ta~t bert I&x&x, Senior Vice President of S~ie~ti~c Affairs at 



ffice of Special ~utr~ti~~als OFFS-4~~~ 
enter for Fuod Safety and Applied ~~trit~~n 

U. S. Food and Drug Adm~nistrat~~~ 
5 100 Paint Br Parkway 
College Park, 20740-3 83 5 

. * Label ~~aims/~is~laimers 

This letter is to notify yau that Ph~~Pharmica (A divisive of l~tegrat~v~ ~herap~utics~ Inc.) at 825 
~ha~~~~ger Drive, Green Bay, Wisconsin 543 11 is a manufa~~r~r and has inc ded statements Provo 
for by section 4~?~r~~6~ of the Faod, Drug, and ~usmetic Act un the labels of e f~~l~~ing p~~d~~t. 

blood vessei tone in 

I certify that 

~~v~s~~n of 1 
misl~ad~g, 

ed in this notice is ~~rnp~~te and accurate and that ~h~~Ph 
, Ine,) has s~bsta~t~at~~n that the statements are tither and 

Robert 6. Doster 
~~~t~e~ Senior Vice President of Sc~~~t~~c Affairs 

ate: 

Jf you have any ~u~sti~ns~ please c~utact obert Doster, Senior Vice President of S~~ent~~~ Affairs at 
~92U~ 469-36~~* 



March 9,2002 

~y~~aPr~ve 
with Paten ted 
Petadolex 

I ce~ify that the ~~f~~ati~~ contained in this ~utice is complete and accurate and that Ph~~~ha~~~a (A 
~v~s~un of ~nte~at~v~ ~~era~euti~s, Inc.) has substantiation that the statements are tither and not 

rn~s~ead~~g. 

Robert C. Doster 
Title: Senior Vice President of ~~ienti~c Affairs 

.” _ 

ate: 

If ysu have any questions, please contact bert Doster, Senior Vice President of ~~i~~t~~c Affairs at 
~~~~~ 4~~~3~~~. 



m
 

---
-.,

- 



rmica 
ATURAL MEDICINES: 

afire of Special ~u~~tiuna~s BUS-4~~~ 
Center for Food Safety and A 

Drug Administration 

Dear Sir/~adam: 

letter is to ratify yo t ~h~~~ha~i~a (A Division of ~~~~~rat~ve ~~~~a~e~~~c~~ Inc.) at 825 
Zenger Drive, Green f ~~s~~nsi~ 543 f 1 is a ma~ufa&~rer and has included statements ~~~v~d~d 

for by section 4~3~r~(~~ of the Food, Drug, and Cosmetic Act on the labels of the fu~~ow~~g ~r~d~~t~ 

~~~raP~~v~ 
with Pa tented 
Petadolex 

(Petasites ~~~r~d~s~ 
Root Extract 

proper blood vessef 
structure and Mood flaw in 
the brain* 

X mortify that the ~~fo~ati~n ~~nta~n~d in this notice is cclmplete and accurate and that ~~~~Pha~rn~&a (A 
Divisive of ~nte~ative ~h~ra~eut~~s~ Xnc.) has substantiation that the statements are ethos and not 

isleading. 

Y’ 

Title: Senior Vice President of S~ie~t~~c Affairs 

ate: 

If your have any ~u~sti~ns~ please contact bert Doster, Senior Vice President of S~~ent~~c Affairs at 
(92~~ 469-3 608. 



Office af Special ~~~~ti~na~s GUS-4~~~ 
Center for Food Safety and Applied nutrition 
T.J. S. Food and Drug Adm~n~strat~~n 
5 100 Paint Branch Parkway 

lege Park, MD 20740-3835 

Label C~ai~/D~sc~aimers 

Dear Sir/~adam~ 

This fetter is ta notify you that ~h~~~harrnjca (A Division of ~~tegrativ~ its, Inc.) at 825 
Chal~~nger Drive, Green Bay, ~isG~ns~n 543 1 f is a m~nufac~er and ha statem~nt~ ~r~vid~d 
far by section 4~3~r~~6~ of the Food, Drug, and Cosmetic Act on the labels of the fulluwi~g product. 

~RU~~CT 
NAM& 

~ygraPr~ve 
with Patented 
Petadolex 

(Petasites ~y~ridus~ 
Root Extract 

ealthy bload vessel tone in 
the brain, as well as wealthy 
blood flow in the brain* 

n contained in this notice is complete and accurate and 
rap~ut~~s~ Inc.) has substantiation tha.t the statements ar 

ca (A 

Robert 6. Doster 
TitIe: Senior Vice President of Sei~nti~c Affairs 

Date: 

If you have any questions, please G~ntact bert Doster, Senior Vice President af S~ie~ti~e Affairs at 
(920) 469-36~8. 



fice of Special Nu~itiunals (HIS-450) 
nter for Food Safety and Applied Nutritive 

U, S. Food and Drug Adminis~ati~n 
5 100 Paint Branch Parkway 
Cdlege Park, MD 2~~4~-3~35 

. a Label Claims/~isclaim~rs 

I3ear $ir/~adam: 

This letter is to notify you that Ph~#~ha~i~a (A ivision of Integrative Thera~e~ti~s~ Inc,) at 825 
Challenger Drive, Green Bay, Wisco 543 11 is a manufac~rer and has in~lnded statements provided 
far by section 4~3~r~~~~ c>f the Food, g, and Cosmetic Act on the labels of the filliping ~r~d~~t~ 

~ygra~ea~th 
with 
Patented 
Petadolex 

(Peiasites hy~ridus~ 
Root Extract 

ertify that the information contained in this notice is complete and accurate an 
vision of Integrative Thera~e~ties~ Inc.) has snhstantiati~n that the statements 

~sl~ading. 

Robert 6. Duster 
Title: Senior Vice President of ~~i~nti~~ Affairs 

Date: 





AL MEDTCT 

. . Label C~aims/~i scl ai 

ear ~ir~~adam: 

This letter is to ratify you that ~n~yrnati~ therapy, Inc. at 825 Challenger Drive, Green Bay, ~is~u~sin 
1 is a ma~ufae~rer and has included statements provided for by setting 4~~~r~~~~ of 

and C~srneti~ Act on the labels of the following product, 

with patented (Petasites h~brj~us~ 
&x recomme 

eaithy bioad vessel tone in 
brain, as well as ~~~~thy 
d ffuw in the brain.” 

I -fy that the information Fontaine in this notice is complete and accurate and that ~~~y~tic 
I py, Inc. has substantiation that t e statements are t~t~~l and not misleadi~~~ 

e President of Scientific 



of Special Nu~~tiona~s BUS-4~~~ 
for Food Safety and Aspired nutrition 

U. S, Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, ND 20740-3 83 5 

ear S~r/~adam: 

s fetter is to notify you that ~~~yrna~~~ T erapy, Ine, at 825 ~ha~~e~ger Drive, Green 
11 is a ma~ufa~~rer and has ~n~~ud~d statements provided for by section 4U3~r~~~~ o 
Cosmetic Act on the labels of&e foIlowing product. 

I ~e~~fy that the ~~forrnat~o~ conta~~ed in this notice is complete and accurate and that ~~yrnati~ 
as s~bstant~at~on that the statements are t~thful and not m~slead~~g. 

Rt3ber-t C. Doster 
T’itfe: Senior Virce President of S~~e~ti~~ Affairs 

ate: 

questions, please co tact cubes Do&r, Senior Vice Freside~t of S~~ent~~c Affairs at 



Of~ce of special Nutr~tionals ~~F~“4~~~ 
better for Food Safety and Applied Nutrition 
U, S. Food and Drr.rg Administration 
5 100 Paint Branch Parkway 
College Park, D 20?40-3835 

f I Label ~laims/~is~laimers 

Dear ~ir/~adam: 

is letter is to notify you th Enzymatic Therapy, Inc. at 825 challenger Drive, Green 
543 11 is a manufa~~rer and s intended statements provided for by sect&r 4~3~r~~~~ o 
and Cosmetic Act on the labels of the following product. 

7 verify that tire info~ation contained in this notice is eom~lete and accurate and that ~~yrnati~ 
as substantiation that the statements are truthful and not misleading. 

Robert CL Doster 
Title: senior Vice President of ~cie~ti~~ Affairs 

ate: 

If yeu have any questions, please contact Robert Doster, Senior Vice president of ~~ienti~~ 
~~2U~ 4~~-3~~~. 

Michael I? Devereux 
Chief Financial Officer 



e C
. 

s 



Office of Special N~tr~ti~~a~s OFFS-45~~ 
better for Food Safety and Applied ~~trit~o~ 
I.J. S- Food and Drug Administration 
5 I. 00 Paint Branch Parkway 
college Park, M 

Tlxis letter is to ratify ~CW &at enzymatic Therapy, Inc. at 825 challenger Drive, Green Bay, ~~s~~ns~n 
543 11 is a ma~ufac~rer and has included statements provided for by section 4U~~r~~~~ of the Food, bang, 
asrd Cosmetic Act on the labels of the following prudent. 

I 

I fy that tE,e inf~~atio~ contained in ice is complete and accurate and that ~n~yrnat~~ 
T py, Inc. has substantiation that the s ts are t~thfu~ and not misleading” 

By: 
Robert C, Doster 

Title: Senior Vice President of SGi~~t~~~ Affairs 

ate: 

If you have any questions, please contact Robert Doster, Senior Vice President of Sci~n~~~~ Affairs at 
~~2U~ 4~~“~~~~* 

Mike Devereux 
Ckief Financial Officer 



with Patented 
P&ad&w Root Extract 

By: 
Robert C. Doster 

TitXe; Senior Vice President af ~~~e~t~~~ Affairs 



Robert c. Duster 
‘Me: Senior ViGe President of ~~ie~t~~c Affairs 

Date: 

bert Doster, Senior Vic=e president of ~~ie~t~~~ Affairs at 


